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CHAPTER 2
MEDICAL WASTE REGULATIONS

New York, Rhode Island, and the Commonwealthof Puerto Rico all participated in the two-yeartracking program.  For purposes of this program,they were known as covered states.  Thisdemonstration program began June 22, 1989 andended June 22, 1991.  Currently, the program isexpired and no federal medical waste tracking andmanagement regulations are in effect.  As a result,the provisions in Part 259 have been removedfrom the CFR.  States, however, have becomeactive in managing medical waste and a majorityhave developed programs similar to the federalmodel.  This chapter will discuss what wasconsidered medical waste under the two-yeardemonstration program.

WHAT WAS MEDICAL WASTE?WHAT WAS MEDICAL WASTE?WHAT WAS MEDICAL WASTE?WHAT WAS MEDICAL WASTE?WHAT WAS MEDICAL WASTE?
Medical waste included:

• Cultures and stocks of infectiousagents
• Human pathological wastes (e.g.,tissues, body parts)
• Human blood and bloodproducts
• Used sharps (e.g.,hypodermic needles andsyringes used in animal orhuman patient care)
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OVERVIEWOVERVIEWOVERVIEWOVERVIEWOVERVIEW
During the summer of 1988, syringes andother used medical materials washed up onbeaches along the Atlantic seaboard.  In responseto public concern about this problem, Congressenacted the Medical Waste Tracking Act inNovember 1988, which added medical wastetracking provisions in RCRA Subtitle J.  TheMedical Waste Tracking Act directed EPA toestablish a two-year demonstration program forthe tracking and management of medical waste.Under this statutory authority, EPA codifiedregulations in 40 CFR Part 259 identifying themedical wastes to be tracked and creatingmanagement standards for handlers of medicalwaste.  The States of Connecticut, New Jersey,
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• Certain animal wastes
• Certain isolation wastes (e.g., wastes frompatients with highly communicable diseases)
• Unused sharps (e.g., suture needles, scalpelblades, hypodermic needles).

For purposes of the demonstration program,the definition of medical waste excludedhousehold waste.  In addition, residues fromtreatment and destruction processes, or from theincineration of regulated medical wastes, were notconsidered medicalwaste, nor werehuman remainsintended to be buriedor cremated.  Etiologicagents (i.e., infectioussubstances) being shippedpursuant to other federal regulations,and samples of medical waste that wereshipped for enforcement purposes were exemptfrom the 40 CFR Part 259 requirements.

MEDICAL WASTE VS. HAZARDOUSMEDICAL WASTE VS. HAZARDOUSMEDICAL WASTE VS. HAZARDOUSMEDICAL WASTE VS. HAZARDOUSMEDICAL WASTE VS. HAZARDOUSWASTEWASTEWASTEWASTEWASTE
Because medical wastes met the RCRAregulatory definition of solid waste, these wasteswere also subject to the Subtitle C hazardouswaste characterization.  In other words, once afacility identified a waste as a medical waste, itthen had to determine if this waste was also listedor characteristic.  (The hazardous wasteidentification process is fully discussed in SectionIII, Chapter 1.)  If medical waste was a hazardouswaste, it was subject to the Subtitle C hazardouswaste requirements.  When the Subtitle J medicalwaste tracking standards were in place, suchhazardous medical wastes were excluded from thetracking requirements and were subject to thoserequirements in RCRA Subtitle C (see Figure V-3).

MEDICAL WASTE TRACKING

THE DEMONSTRATION PROGRAMTHE DEMONSTRATION PROGRAMTHE DEMONSTRATION PROGRAMTHE DEMONSTRATION PROGRAMTHE DEMONSTRATION PROGRAM
The medical waste tracking demonstrationprogram set up provisions for tracking medicalwaste from the generator to the disposal site,similar to Subtitle C’s hazardous waste manifestsystem.  The program was designed to ensureproper handling, tracking, and disposal of medicalwaste.  The system required that a tracking formaccompany the waste and a signed copy beretained by the generator, each transporter,transfer station,and the treatment,destruction, anddisposal facilitythat handled thewaste.  When thefinal disposalfacility acceptedthe waste a copyof the signedtracking form wasreturned to thegenerator.

Medical waste,which was neither listed nor characteristic
RCRA Subtitle J

Medical waste, which was also  listed or characteristic
RCRA Subtitle C

Hazardous waste, which was listed or characteristic, but not a medical waste
RCRA Subtitle C

If medical waste was neither listed nor characteristic, it was subject to regulation as medical waste under RCRA Subtitle J.  If medical waste was also listed or characteristic, it was subject to regulation as hazardous waste under RCRA Subtitle C.

Figure V-3:MEDICAL WASTE VS. HAZARDOUS WASTE
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Through this process the generator was assuredthat the waste was actually received for disposal.The tracking program also included exception anddiscrepancy reporting to alert EPA and the states ifwastes were not being handled properly.
To minimizecontact withmedical wastes byworkers, handlers,and the public, theprogram alsoincluded specificrequirements forsegregation,packaging,labeling, marking, and storing of medical wastesbefore they were shipped to another site fortreatment, destruction, or disposal.

The demonstration program focused on threegroups of medical waste handlers:
• Generators
• Transporters
• Treatment, destruction, and disposal facilities.
■ GeneratorsGeneratorsGeneratorsGeneratorsGenerators

A medical waste generator was any personwhose act or processes produced medical wasteor caused medical waste to become subject toregulation.  These tracking provisions applied topersons or facilities that generated 50 pounds or

more of medical waste in a month and shippedsuch waste off site.  These generators wererequired to separate, package, label, mark, andtrack medical wastes according to the regulations.Generators producing and shipping less than 50pounds a month were required to prepare theirwastes properly for shipment, but could use a logto account for wastes instead of a tracking form.
With the exception of medical waste burnedin on-site incinerators, generators who disposed ofmedical wastes on site or in a sewer system werenot covered by the requirements of this program.Similarly, wastes that were treated and destroyedor disposed of on site or in sewers were notcounted as part of the 50-pound monthly total.Generators burning waste in on-site incineratorswere required to report the volume of wasteburned.  All medical wastes, even those that wereto be treated, destroyed, and disposed of on site,were required to be stored properly.
These provisions applied to medical wastesgenerated by federal facilities in covered states.These provisions also applied to ships and oceanvessels that brought medical wastes to shore bydocking in a covered state.

■ TransportersTransportersTransportersTransportersTransporters
A medical waste transporter was any personengaged in the off-site transportation of medicalwaste by air, rail, highway, or water.  Transporterswere required to notify EPA of their intent tocomply with the tracking program before theycould accept medical waste for transport.Transporters were required to follow rulesgoverning the transport, tracking, recordkeeping,and reporting of waste shipments.  They were alsorequired to make sure that the wastes theyaccepted for transport had been properlyprepared for shipping and that the tracking formwas accurate.
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■ Treatment, Destruction, and DisposalTreatment, Destruction, and DisposalTreatment, Destruction, and DisposalTreatment, Destruction, and DisposalTreatment, Destruction, and DisposalFacilitiesFacilitiesFacilitiesFacilitiesFacilities
Treatment facilities were facilities that changedthe biological character or composition of medicalwaste to substantially reduce or eliminate itspotential for causing disease.  Destruction facilitieswere facilities that destroyed medical waste by it,mutilating it, or tearing it apart to render it lessinfectious and unrecognizable as medical waste.Once medical waste was properly treated anddestroyed, it no longer needed to be tracked.These treatment and destruction facilities includedincinerators and treatment operations that ground,steam-sterilized, or treated the waste withdisinfectants, heat, or radiation.  Disposal facilitieswere facilities where medical waste was placed inor on the land (e.g., landfills).
The demonstration program did not regulatethe operation of these treatment, destruction, anddisposal processes, but rather required trackingfrom generation to disposal and recordkeeping.When the wastes were accepted for disposal,these facilities had to send a signed copy of thetracking form back to the generator or initiator ofthe tracking form.  The facility owners andoperators were required to investigate anydiscrepancies between the accompanying papersand the shipments they received.  If afterinvestigation there was still a discrepancy, theywere required to report to EPA and the generator’sstate agency.  Once treated and destroyed,however, such wastes were no longer subject tothe tracking requirements.

INTERSTATE SHIPMENTSINTERSTATE SHIPMENTSINTERSTATE SHIPMENTSINTERSTATE SHIPMENTSINTERSTATE SHIPMENTS
While only the States of Connecticut, NewJersey, New York, Rhode Island, and theCommonwealth of Puerto Rico participated in thetracking program, the medical waste trackingprovisions also applied when shipments

originating in these covered states weretransported to states that did not participate in theprogram.
According to the provisions of the trackingprogram, if medical waste was generated in acovered state, any subsequent handling by atransporter or treatment, destruction, and disposalfacility in that state, another covered state, or anoncovered state was subject to the trackingprovisions.  For example, if a medical waste wasgenerated in New Jersey (a covered state) andtransported by truck to Pennsylvania (anoncovered state) for treatment and disposal, thewaste would still be subject to the medical wastetracking provisions since the waste was originallygenerated in a covered state.

REPORTS TO CONGRESSREPORTS TO CONGRESSREPORTS TO CONGRESSREPORTS TO CONGRESSREPORTS TO CONGRESS
The MedicalWaste TrackingAct also requiredEPA to submittwo interimreports and afinal report onmedical wastemanagement andthedemonstrationprogram toCongress.  Theinformation

SHIPMENTS TO STATES NOT PARTICIPATINGIN THE DEMONSTRATION PROGRAM
While only the Commonwealth of Puerto Rico and theStates of Connecticut, New Jersey, New York, andRhode Island participated in the tracking program, themedical waste tracking provisions also applied whenshipments originating in these covered states weretransported to states that did not participate in theprogram.

REPORT TO CONGRESS:MEDICAL WASTE
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gathered during the demonstration program willbe used to determine whether such a programshould be extended nationwide and what otheroptions are available for medical wastemanagement.  The first and second interim reportswere released in 1990; the final report is stillunder development.

CURRENT REQUIREMENTSCURRENT REQUIREMENTSCURRENT REQUIREMENTSCURRENT REQUIREMENTSCURRENT REQUIREMENTS
While medical waste is not regulated underthe current federal RCRA regulations, there arefederal requirements for medical waste underCAA and FIFRA.
In 1997, under CAA, EPA established newsource performance standards (NSPS) andemissions guidelines to reduce air emissions fromnew and existing hospital, infectious, and medicalwaste incinerators.  These guidelines alsoestablished standards for incinerator operatortraining and qualification, equipment inspections,and siting.  In 1997, EPA estimated that therewere approximately 2,400 such incinerators inoperation in the United States that combustapproximately 846,000 tons of medical andinfectious waste annually.
Under FIFRA, antimicrobial pesticides anddisinfectants used in medical waste treatmenttechnologies must be registered with EPA.

SUMMARYSUMMARYSUMMARYSUMMARYSUMMARY
Congress enacted the Medical Waste TrackingAct in November 1988, which added medicalwaste tracking provisions to RCRA Subtitle J.  TheAct directed EPA to establish a two-yeardemonstration program for the tracking of medicalwaste.  The States of Connecticut, New Jersey,New York, Rhode Island, and the Commonwealthof Puerto Rico all participated in the tracking

program.  This demonstration program began June22, 1989 and ended June 22, 1991.  Currently,the program is expired and no federal trackingregulations are in effect.  States, however, havebecome active in managing medical waste andmany have developed programs similar to thefederal model.
Medical wastes included:

• Cultures and stocks of infectious agents
• Human pathological wastes (e.g., tissues, bodyparts)
• Human blood and blood products
• Used sharps (e.g., hypodermic needles andsyringes used in animal or human patient care)
• Certain animal wastes
• Certain isolation wastes (e.g., wastes frompatients with highly communicable diseases)
• Unused sharps (e.g., suture needles, scalpelblades, hypodermic needles).

The medical waste demonstration program setup provisions for tracking the waste from thegenerator to the disposal site, similar to SubtitleC’s hazardous waste manifest system.
The demonstration program focused on threegroups of medical waste handlers:

• Generators
• Transporters
• Treatment, destruction, and disposal facilities.

The medical waste tracking provisions alsoapplied when shipments originating in statescovered by the program were transported to statesthat did not participate in the program.
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The Medical Waste Tracking Act also requiredEPA to submit two interim reports and a finalreport on medical waste management and thedemonstration program to Congress.  The first andsecond interim reports were released in 1990, thefinal report is still under development.
While medical waste is not regulated underthe current federal RCRA regulations, there arefederal requirements for medical waste underCAA for medical waste incinerators and underFIFRA for pesticides and disinfectants used inmedical waste treatment technologies.


